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Office Action Sammary 



Application No. 


App]Zcant(s} 




10/252,385 


BRENOELETAL 


Examiner 


Art Unit 




RITA J. DESAr 


1625 





- Th& MAILING DATE of Jtf»i£ commun!eaffon appears on the cover sheet with the correspondence address -- 
Period for Repfy 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(5) I^OM 
THE MAfUWG DATE OF THip COMMUNICATION. 

- &ctBn$iDn$ oFlSme maV be avBifabfo urjdsr Lhs provteions of 37 CFR 1.138(a). la no event, however, may a reply be timely filed 
alter SIX ^) M)3NtHS from ihe mailing date of ihls ccmniunlcallQa. 

- ir Ihs oci^ f» reoly specified abovo ^ less fft^m fhirly (80) tfoys. a nspiy wRNa the statutory mlnlmuiti of Bvty (30) days wiO be conaldBCBd (unely. 

. If NO period ftfr reply I9 sf^Oed above. Ihe maximum statutory period vHA apply and win expire SIX (6) MONTHS tfOff\ (he mmriQ dete or this eOfrvnunlCdlren. 

- f^ilUi^ to reply wilhtiK lh« ^t or cmlondbd period ror rdpV will, t^y statute, ^u^e the appHcalion to beoome ABANDONED (35 U^S.C. § 1 33). 

- Any reply received by the Office btar tHan three monfiis after the mafirng date gf (hl9 communledtton, €iver> tf Vmoty fileO, fray reduce any 
es^fiedj^teMtttWdqusbneriL S<:e37CPRt.704(b)L 

Status ! 

1)D Responsive to commUnication(s} filed on . 

2a)D This actl&A Is FINAL. - 2b}[SI This action is non-final. 

3) D Since this application Is in condition for allowance except for forma] matters, prosecution as to the merits is 

clos^ fn accordance With the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims '> 

4) Ig| Clalni'fs) 1^19 Is/are pending In the application. 

4a) Of the above claim(s) Sand 10-17 is/are withdrawn from consideration. 

5) D Clajm{$)_, is/are allowed. 

6}IEI GiaMs) 9 is/are rejected. 

7) 121 Clairrrfs^ and iSl Is/are obiected to. 

8) D Cfaimts) , are sutjject to restrtcHon and/or election requirement. 

Application Pe(]pers j 

9) 0 The speclfteatbn Is objected to by the Examiner, 

10) n The dmwingts) filed On i is/are: «)□ accepted or bO objected to by the Examiner. 

AppHbant may not request ttiat any otJjecUon to the d rawing (s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) n The prdposed drawing con-ectlon filed on „ Is: a)D approved &)□ disapproved by the Examiner, 

If approved, comscted drawings ara required In reply to this Office action. 
12}Q The oath or dedaration is objected to by the Exammer. 
Priority under 35 U^.C. §§ 119;and 120 
13]ISI AcknowJedgm^t is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(aHd) or (f). 
a)IElAII b)n SomB*c)[r] None of! 

1 -□ CertiiRed copies of the priority documents have been received. 

2M Certified copies of the priority documents have been received in Application No. 09/698.078 . 

30 Coptes of fl^e certified copies of the priority documents have been received In this National Stage 
application frpm the International Bureau (PCT Rule 17.2(a)). 
* See the attached detalleii Office action for a list of the certified copies not received. 

14) Q Ackno^edgPhent is made of a claim for domestic priority under 35 U.S.C. § 1 19(8) (to a p^-ovistonal application). 

a) n "Hie translation of tjie foreign language provisional application has been received. 

15) [S Acknowledgment Is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
AttaOhment(s) ! 

1) □ Noilco of References ated (PT0492) 4) H Intenrfav Summaiy (PTO-413) Paper No(5). £ . 

2) " NoBca of DrtfflBpereorrs Patent Drawinfl Review (PTO-94B) 5)0 Notice of Informal Patent AppBcaUon(PT01 52) 

3) ISI InfiDrmatlon C)lsdosiire Statem8nt(s) (PTO-1449) Paper No(s} 3, Q other: 
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U^.PBisniBndiradfimarkOflTco — — ^ 

PTO-326 (Rev. 04-01), Ofnce Action aummary Part of Paper Na 4 



PA(X35/66'RCVDATm05 2:12:33 PM [Eastern Daylight Tim 



AUG. 9.2005 2:30PM AVENTIS US PAT DEPT NO. 7390 P. 36 



Applioation/Control Number: 10/252,385 Page 2 
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i 

DETAILED ACTION 

I Priority 

! 

Applioaaits priority to tte parent US 09/698,078 is acknowledged. 

! Elecdon/Restrictions 

kestiiotion to one of tlie following inventions is required under 35 U-S.C, 121 : 

I 

L Clfliins i-7J9, 18 and 19 all in part drawn to compounds and composition and 

! 

one method of use ,whereinRl is of the fonnula CORl 1 or SO2R10, and RIO 
and Rl l;have the fomiula R9 wherein R9 is a pheuyl, naphthyl or a biphenylyl or 
a cycloaikyl, R3 is C34I2y-R16 and RI6 is a phei:iyl, naphthyl or a biphenylyl or C/> 
a cycloallcyl, R30 and R3 1 do not together fonn a chain, and B3 and R4 do not 
togetherjfoim a ring, classified in class 564,514, subclass 155, 617. A further 
election bf the species of example 4c on page 55 of the specifications was elected 
n. Claims 8,15,16 and 17, drawn to complex compositions , classified in class 514 



and various subclass. 

in. Claims 1 0,1 1-14, drawn to methods of treating using these compounds, classified 

! ■ 
in class 514 and various subclasses. 

IV. Claims 1-19 in part ^ drawn to compounds compositians and method of treating 

wherein jthe various R's are otiier than in group I, classified in various classes and 

subclassj. 

The inventions are distihct, each fiom the other because of the foUowmg reasons: 

Invetifions I and IV are unrelated. Inventions are unrelated if it can be shown that they 
are not disclosed as o^'able of use togeflier and they have different modes of operation, different 
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Art Unit 1625 : 

fonctiotts, or different effects (MPEP § 806,04, MPEP § 808.01). Iq the instant case liie different 
invenitians .tbe compouiids do not have a novel common core . The difSferent variables Rl-Ml 
give rise to zfumerous peimutations and combinations that a 102 reference on one group would 

not be a 103 on the other group. 

I. 

WhesA a ptrelimiiiary search was done on the core it gave nmneious iterations indicating 
tiiat the core is not the ^plicants contribution over the prior art . 




SaMPUE search IN^IATED 18:J9:03 FILE •RECISTTRV 
SAMPLE SCREEN SEARCH COMPLETED- 314 TO ITERATE 

JflO-0% PROCESSED ! 314 rreRATIONS 38 ANSWERS • 

SearjCH TIME: O0.00.pl 

FUtJLttLBPRDJECTi)N5: ONUNE •♦COMPLETE** 

I 

BATCH I ••COMPLETE'^ 
FW)JECTEDrrERATi>NS: 5217 TO 7343 

i 

Ihveiitions 1,1V and 11 and III are related as product and process of use. The inventions 
can be Aown to be distinct if either or both of the following can be shown: (1) the process for 
using the product as claimed can be practiced with anotha: materially different product or (2) the 
product as claimed can pe used in a materially different process of using that product (MPEP 
§ 806.05(h)). hi the infant case there are numerous drugs that treat aixythmia. Such as 



PAGE 37/66'RCVDATm05 2:12:33 PM[EastfmDayligM 



••AUG. 9.2005 2:30PM AVENTIS US PAT 0£PT NO. 7390 P. 38 

Application/Control Niimber: 10/252,385 Page 4 

Alt Unit: 1625 

A synthetic antzarrhythmio drug, N-met]iyltetrahydrofurfuryl-4,4^ 

mefhoxypheDyl) (3* -methyl-4''-methoxyphe»yl)butylamine-'2 hydrochloride. 
AU Charlier,tL 
CS Labaz Labs., Brussels, Belg. 
SO Aich. intexh, pharmacodynaime (1958), 115, 183-200 

BecEtose these iijiventions aro distixict for the reasons given above and have acquired a 
separate static in the art as showa by their different classification^ restriction for examination 
pmposes as indicated isl proper. 

Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the ar^ because of their recognized divergent subject matter, restriction for 
examination purposes as indicated is proper. 

Because &ese inventions are distinct for the reasons given above and the search required 
for Grotip I is not reqxrired for &oup IX-IV, restriction for examinadon piuposes as indicated is 
proper. , 

Durixig a telephone conversation with Mr Steven Scott on 3/18/03 a provisional election 
was made with traverse to prosecute the invention of Group I, claims 1-7,9 18 
and 19 a|ll in part drawn to compounds and composition and one method of nse, 
whereiniRl is of the formula CORl I or SO2R10, and RIO and Rl 1 have the 
formula|R9 wherein R5 is a phenyl, naphthyl or a biphenylyl or a cycloalkyl, R3 
is CyH2y-R16 and R16 is a phenyl, naphthyl or a biphenylyl or a cycloalkyl , 
R30 and R31 do not togeth^ form a chain, and R3 and R4 do not together form a 
ring, classified in class 564»5I4» subclass 155, 617. A further election of the 
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j 

species of exaiuple 4c on page 55 of the specifications was elected and the 
^amiaer roade the above group based on fair inteipietation of the principles of 
the cheznical and legal equivalence. 
AflSmiation oiTthis election must te made by applicant in repljong to this Ofiice action. 
Claims 8-17 are withdrawn from further consideration by the examiner, 37 CFR 1 .142(b), as 
being drawn to a non-elected inv^tion. 

Applicant is renjiinded that upon the cancellation of claims to a non-elected invention, the 
ifiventotship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
ouirenfly uamed inventors is no longer an invraitor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee ipquired under 37 CER 1 .17(i). 

If applicant 's traverse on the grounds that the inventions are not patentably distinct, 
applicants should submjit evidence or identify such evidence cow of record showing the groups 
to be olhdoUB variants rir clearly admit .on the record that this is the case. Tn either faistance if the 
^aminer finds one of t|ie invHitions impatentable over the prior art , the evidence or admission 

may be used in a rejection under 35 USC 103 of the other mvention. 

{ 

ApplicaJnts preserve thqir right to file a divisional on the canceled , non elected subject matter , 

i 

without prejtidice in dub course. 

I 

Claitn Rejections - 55 USC § 112 

Hie following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shkll contoin a written description of the invention, and of the manner and process of Tnaldng 
and ufinng it, in 5uch!full, clear, condso, and exact tenns as to enable any person skilled in the art lo which it 
pCTtaiUfe, or with which it is most nearly connected, to make and use the same and shall set forth tlie tjest mode 
tontemplaied by the inventor of cairying out his invention. 
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Claim 9 rejected under 35 U.S.C, 1 12, first paragraph, because the specification, while 
being etiabli&g for IC50 values in dLSbrent solutLOns, does not reasonably provide enablement for 
therapy or prophylaxis jof K-f- channel mediated iUness!. The specification does not enable any 
person $killal in the ait to which it pertainS;^ or with which it is most nearly connected, to use 
the inv^ition conmnens^ate in scope with these claims. 

hi re Wands , 858 R 2d 731,737,8 USPQ2d 1400, 1404 (Fed. Cir. 1988). Ex Parte 
Foiman, 230 USPQ 54^i (Bd of App, 1986). 

The claims recite therapy or prophylaxis of K-^ channel mediated illness 1 The 
apecificatiofls are devoid of any guidance as which iUness they refer to . Also prophylaxis is 
same as prevention and there is no guidance as to how one would prevent an illness if one does 
not know if they haveit or will in the future get it. 

The toly illness refeired to is anyfemia , atrial fibrillation, atrial flutter. 

Therfe is very liljle predictability in the art that any and all illnesses , included the ones 
not discovered as yet c^ be treated by K+ channel mediation. 

Applicant can oyer come this rejection by limiting it to treating fliese ilhiess. 

i 

Conclusion 

The clazms limited to ^oup I is found to be allowable over the prior art of record. 

The claims are objected to as containing non-elected subject matter. If applicants amend the 

i 

claims to the elected group and amend claim 9 to overcome the 1 12 issues the clahns may be 
allowable. : 
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Any inquiry coi^ceroing this conimimication or earlier communications &om the 
examiraw should be directed to RITA J. DESAI whose telephone number is 703-305-1868. Tho 
exanrbaer can noimallyjbe reached on Monday - Friday,9:30 am to 6;00 pm. 

If attempts to refach the examiner by telephone are unsuccessfiU, the examiner's 
supervisor, Alan Rotman can be reached on 703-308-4698, The fax phone numbers for the 
oiganization where this' appKcation or proceeding is assigned are 703-308-4556 for regular 
commiinications and 7(53-308-7922 for After Final communications. 

Any iaquiry of k geDsral nstuie orielating to the statas of this ^plication or pioceeding 
should be diJ^cted to the leceptiomst wbos9 telephone number is 703-308-1235. 



RJ>. 
March 20, 2003 
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Interview Summary 



Application No.' 
10/252,385 



Examiner 
RITA J. DESAt 



Applicant's) 
BRENDELETAU 



Art Unit 
1626 



Ad participants (applicant, applicant's representative, PTO personnd): 

(1) RfTAJ.DESAl ; (3) , 

(2) Steven Skott . (4) 

Date of Interview: 19 March\2003 , 

Type; 8)IS! Telephonic b)n Video Conference 

c)D Personal [copyj given to: applicant 2)0 applicant's representative] 



ExhIWt shovtm or demonstration conducted: d)n Yes 
If Ybs, brief description: _i . 



9)0 No. 



Claim (s) discussed: 



Identification of prior art discu^ed: . 



Agreement With respect to the claims f)D was reached. g)0 vras not reached. h)[J N/A. 

i 

Substance of Interview including description of the general nature of what was agreed to if an agreement was 
reached, or any dfher commehts: AooliCBnts elected a soecles of compound 4c oaae 55 Jorthe examiner to make a 

(A futer descriptioh, If necessary, and a copy of the amendments which the examiner agreed would render the clalrtts 
allowabie. if available, must hk attached. Also, where no copy of the amendments that would render the claims 
allowable Is avaH^ie, a summary thereof must be attached.) 

THE FORMAL WRITTEN REPLY TO THE LAST OFFICE ACTION MUST INCLUDE THE SUBSTANCE OF THE 
INTEFfVlEW, (Se6 MPEP Sed«on 713.04). If a reply to the last Office action has already been filed, APPLICANT IS 
GIVEN ONE MONTH FROM TjHIS liVlTERVIEW DATE TO FILE A STATEMENT OF THE SUBSTANCE OF THE 
INTERVIEW. See Summary ojp Record of Interview requirements on reverse side or on attached sheet 
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Examiner Note; You must sign this form unless if is an 
Attachment to a sign&d O^tc^ acfion. 



Examiner's signature, if required 



PT0^13 (Rev, 11-02) 



Interview Summary 



Paper Nd. 4. 
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